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DETAILED ACTION 

1 . The following is a complete response to the amendment filed October 6, 2008. 

2. Claims 5, 7-9, 1 1 , 27, 28, 37, and 53-76 are currently pending. 

Specification 

3. The Examiner acknowledges the amendments to the abstract, title, and specification filed 
October 6, 2008. 

Claim Rejections - 35 USC §103 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

5. Claims 5, 7-9, 1 1, 27, 28, 37, and 53-76 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Yu et al. (US 6,544,249) in view of Lynch et al. (US 6,464,724) and Paraschac 
et al. (US 6,050,999). Yu et al. disclose the invention substantially as claimed including an 
instrument and method for delivering implants for treating an ophthalmic condition. The 
instrument comprises an elongate body comprising a tube (32) having a cutting edge (40; col 6, 11 
56-57), a trocar (36) in the tube having a cutting edge (col 7, 11 10-15) sufficiently sharp to cut 
through the wall of Schlemm's canal, and a biocompatible implant (10) positioned inside the 
elongate body with the trocar passing through the lumen of the implant (Fig 2), and an actuator 
(34) for dispensing the implant. The implant comprises a cutting member and is shaped and 
sized to convey aqueous humor from an anterior chamber of the eye to a fluid outflow path of the 
eye so as to reduce elevated intraocular pressure (Fig 1). The method of using the device 
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comprises inserting the instrument into the eye through an incision (Figs 3-8) and delivering the 
implant through a wall of Schlemm's canal at a first collector channel location. The cutting 
member of the trocar (36) pierces eye tissue and the implant (10) is advanced over the trocar to 
the first location through a trabecular meshwork of the eye (Figs 5-6). 

However, Yu et al. does not disclose the method comprises delivering a plurality of 
implants. Lynch et al. disclose a similar method for treating an ocular disorder including 
inserting an instrument into an eye through an incision, utilizing the instrument to deliver a first 
implant (100) through a wall of Schlemm's canal (30) at a first location, and utilizing the 
instrument to deliver a second implant (100) through a wall of Schlemm's canal at a second 
location (Figure 5; col 6, 11 41-50). Lynch et al. teach the locations are at collector channels (55). 
When implanted, the implants convey aqueous humor from an anterior chamber of the eye to a 
physiologic outflow pathway of the eye (col 4, 11 57-63). Specifically, Lynch et al. teach, 
"placement of multiple stents [implants] within Schlemm's canal can result in near 
circumferential traverse of Schlemm's canal" (col 6, 11 45-46). Therefore, it would have been 
obvious to one having ordinary skill in the art at the time the invention was made to modify the 
device and method of Yu et al. such that multiple implants were delivered, without removing the 
instrument from the eye between deliveries, to create additional flow channels and improve the 
flow of aqueous humor from an anterior chamber of the eye to a fluid outflow path of the eye 
and thereby further reduce intraocular pressure in more severe cases. Furthermore, Paraschac et 
al. discloses a device for delivering a plurality of ocular implants (40), wherein the implants are 
arranged end to end within an elongate tubular member (Fig 9C) and the actuator (61) comprises 
a separator (59) to serially dispense the implants in a controlled manner (col 6, 11 45-61). 
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Therefore, it would have been obvious to modify the combination of Yu et al. and Lynch et al. 
such that the multiple implants were arranged end to end within the tube to be dispensed serially 
by the actuator in a controlled manner. 

Regarding claims 27 and 70, it is old and well known in the art to use imaging techniques 
throughout surgical procedures to identify target locations and monitor the placement of devices. 
Therefore, it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the combination of Yu et al., Lynch et al. and Paraschac et al. 
such that the locations of the implants were determined by imaging collector channel locations. 

Regarding claims 28 and 73, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the combination of Yu et al, Lynch et al. 
and Paraschac et al. such that first and second implants were spaced at least 20 degrees, since it 
has been held that discovering an optimum value of a result effective variable involves only 
routine skill in the art (In re Boesch, 617 F.2d 272, 205 USPQ 215). Furthermore, it would have 
been obvious to try placing the first and second implants at least 20 degrees apart since it is 
obvious to choose from a finite number of identified, predictable solutions, with a reasonable 
expectation of success. 

Regarding claim 71, it is old and well known in the art to use a superiorly located limbal 
incision to access the eye in ocular surgeries. Therefore, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the combination of 
Yu et al, Lynch et al. and Paraschac et al. such that the a superiorly located limbal incision was 
made to deliver the implants, as ocular surgeons are familiar with the surgical technique for such 
an incision and the technique is known to be safe and effective. 
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Regarding claims 74-76, Yu et al. do not disclose the implant is placed is in the uveal 
sclearl outflow path of the eye. Lynch et al. teach aqueous humor is normally drained out of the 
eye through two different routes: "In the "uveoscleral" route, the fluid percolates between muscle 
fibers of the ciliary body. This route accounts for approximately ten percent of the aqueous 
outflow in humans. The primary pathway for aqueous outflow in humans is through the 
"canalicular" route that involves the trabecular meshwork and Schlemm's canal" (col 1, 11 35-48). 
Therefore, it would have been obvious to modify the combination of Yu et al, Lynch et al. and 
Paraschac et al. such that the first and second locations were in the uveal scleral outflow path of 
the eye as the uveal scleral outflow path of the eye is a well known normal anatomical drainage 
location and is a known alternative to the trabecular meshwork outflow path of the eye if the 
implant is unable to be implanted through the trabecular meshwork in a particular patient. 

Response to Arguments 

6. Applicant's arguments with respect to claims 5, 7-9, 1 1, 27, 28, 37, and 53-76 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BCATHERINE M. DO WE whose telephone number is (571)272- 
3201 . The examiner can normally be reached on M-F 8:30am - 5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 

Katherine Dowe 
May 10, 2009 

/K. M. D./ 

Examiner, Art Unit 3734 



